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I. CONCLUSIONS:

The data base supports the requested EUP for use of Alert®/acC
303,630 25C on head lettuce with a temporary tolerance.

Attachment I addresses the toxicity data base for this product
and pesticide. '

cc: RCAB (Madden), OREB'(Dorsey)._
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 ACTION REQUESTED:

.o

. American Cyanamid Company, has submitted an application for an

Experimental Use Permit for Alert™/AC 303,630 25C Insecticide-
Miticide on head lettuce. No new data were submitted with

- this application.

: The‘expefiméntal'use program’ proposes .to evaluate prodﬁct

III:

IV,

efficacy against target pests on head lettuce. The petiticner
is requesting an authorization for the use of 2,976 lbs of
active ingredient on 4,990 acres in the states of Arizona,

~California, Coloradoc, Florida and Texas during the next two .

years. - The rate of application is 0.06 - 0.18 lbs/acre and
does not exceed 1.0 1bs. a.i. per crop. ' 5

The proposed residue tolerance for headfléttuce‘ﬁ ppm.
COMMENTS: | | | ‘
1. The toxicity data base for - Alert®/AC 303,630 ' 25C-

Insecticide~Mitic¢ide used to support this EUP program and
temporary tolerance is described in Attachment I.

2. Under Section IV of the attachment, the 90-day rat
subchronic. and rat teratology studies were inadvertently
omitted. - The studies are acceptable and will be made
part of the updated Toxicology Profile. ‘

3. We are reevéluatind the chromosomal  aberration assay’

study in the light ‘of additional information submitted by

the registrant. -The review findings will be conveyed
under a separate memo. - S o

DATA REQUIREMENTS:

‘Technical: Datg.rééuifementé.haVQ baen satisfied (see HED Doc.

010651)

Formulation: - Alert™ . Ihsecticide-uiticide/npﬁ. 303,630 28C

Formulation

Data. requirements on‘Ac5303;630'28c‘formplation‘haVe been

satisfied (see HED Doc. 011245; Attachment I).

L
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‘The data base ?;upbqrts the requested EUP f.'o:".' use on'gr'eo_nhouse' |

- and shadehouse  ornanentals.
ace

cc: CCHB, OREB (Dorsey)

. concentrations.
‘remain incosplete
was a NOM-TEST.

, All reviewed studies are.
eptable. The cross reference to inhalation toxicity (81-3,
MRID .427702-15) and dermal sensitization study (81-6, MRID
427702-18) in support .of AC 303,630 28C Formulation is
appropriate. and acceptable, since the active and- inactive
ingrediernts wersjsame,  except for minor changes in the

- Howaver, 1t should be noted that HED files
for. the chromosomal aberration assay which

A copy Of the DERs are attached. .-




. Thére' is no acute toxicity endpoint of. c?on_cerﬁ' based 'bn' ,éurre.nt
-data, Based on the Toxicity category of the- technical the
. Festricted entry interval (REI) of 12 hours is adeguate.

II. ACTIOM REQUESTED:

American Cyanamid Company, has submitted an application for an
Experimental Use Permit for AC 303,630 28C Insecticide-
" Miticide. The studies included in this package are listed
- below and the * by the studies indicate. that the DERs are
‘attachaed. : ' s

A

Tcéhhiul e

Data' 'reéu_ireménts on the Technical AC 303,630 have been -
satisfied (see HED Doc. 010651). SR e

Tormulation: AC 303,630 25C Insecticide-Miticide

812 | ActeDemab Tomieity o 43268208

na - | Acute lnhaistion Taxdicity | Setisfied by study ueing 33C Formuiation - MRID
, | 42770215
81-4* - | Primary Eye lriitation N 43268208

Primary Dermal Irrftation : o . 43268247

Dermal Seneitization . Sutiefied by snudies using Technioal and 36C
_- | © | Fonnuletions (MRID #s 427702-12 and 427702-18,

The sponsor's preliminary data indicate that AC 303,630 2SC is
effactive when applied (0.02 to 0.32 1b ai/100 gallons) as
foliar spray against a number of problem. insects and mites on

greenhouse and 'shadshouse ornamentals. The experimental use

program proposes to evaluats product efficacy against target

pests, when applied to larger plots, shadéhouses and- entire .
greanhouse buildings. ‘The petitioner is requesting an
authorization for the use of 300 lbs of active ingredient to
treat a maximum of 150 acres (about 100 acres in greenhocuses
and 50 acres in shadehouses) during the next two years. The
objactive of this EUP is to fine tune ths rates of AC 303,630

- 35C against the target pests .

The proposed EUP is tpr:.no'hf,oo“d: use; no';:;e'slidua tolerance ias
required., - . : o ‘ - S

Registrant has requested use of 81-3 and 81-6 studies on 3SC
Formulation to be used instead of studies on the 2sC
Formulation. -This appears reasonable because the active and
inactive ingredients are sane, aexcept for minor changes in the
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concentrations.

© III. DATA REQUIREMENTS:
' For nonfood EUP.- . Updated: 8/18/94
Technical: ) AC 303, 636 (Pirateo Inseqticide-!{iticide', MP)

. Use Pattern: Donmestic ‘outdoor and Indoor
Action Type: -Experimental Use Permit

Acute Orsl Toxioity .

Aocute Dermal :Tquﬁoitv'

Acute Inhelation Toxiaity




IV. TOXICOLOGY PROPILE Updated: 8/18/94

Acute Oral Toxicity in Rats | LD (96% C.L} = 441 (198 - 832} mg/kg, males
MRID 427702-07/428842- | LDy, (98% C1) » 1152 mg/kg, females
ot ‘ LOg (95% C1} = 626 (274 « 1085) my/kg, combined -
Study #:T-0417 : L :
712011992 TOXICITY CATEGORY: W, based on most seneitive sex-
Acute Dermel Toxicityin | LDgy > 2000 mo/kg. fimit Dose) -
Rabbite ‘ L o ‘
MRID 427702-08 | TOXICITY CATEGORY: % -
Swdy #:T-0408 . - ’
71201992 .
Acceptable _
Acuts Inhelstion Taxicity in. | Coves 0, 0.34, 0.71, 1.8 or 2.7 mgA in SO rats.
Rete " | LGy [35% C.1} = 0.83 {0.48 - 1.4) mgAl, (males)
MRID 427702-09 LGy (96% C.L} = > 2.7 mgh, femalee)
Study (emericen LCyW (98% C1.) = 1.8 (1.1 - 3.7) mgd, combined
- | Cyanamid) #:81-8381 ) ‘ ' .
| 372811993 | TOXICITY CATEGORY: M, besad on most sensitive sex
Aaupﬂlt . .
« § Primary Eye iritadonin | Comeal opacity, (4/8), irite (2/8) and. conjunctivitie (6/8) prasent st 48
- -} Rabhbits ' ‘ haurs. At 72 hours iritis wae rescived. All rablits were normal by Day- -
MRID 427702-10 1. - . . -
Study £:T-0404 L
yi20n992 - | ToxicrTy caveaonv:w -
Primary Oammal Irritation in | - Non-imitating.
MAID 42770211 TOXICITY CATEGORY: IV,
Study £:T-0408 - o s
7120n992 . - .
Dermal Senaitzation in Not a skin sensttzer (Closed-Patch Repestsd Insult)
MO 42770212 .
Sunly #:T-0438
31261983
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Doses is besgles: O, 80, 120 or 247 pom (0, 2.18, 4.23 or 6.1

Subctiranic Fuqu in Dogs-
(90-Day) . my/kgidsy} in faed. The 247 ppm was based on soncemration of AC :
MRID 4_21'{0:-20 * | 303,830 in the diet of 300 ppm from Day 1 - 14, 240 ppm from Day 15
Study (American - 25 and 200 ppm from Day 28 - 93(52.59“72m3)k¢1dw. 8
Cveramid) #:871-82-118- respactively). e -
4/8/19%3
I NOEL = 120 ppm l4-33 mlldlvl . ]
Minimum ‘| LOEL = 247 ppm {8.7 mg/kp/day), based on reduced body woiqht gain
L and tead nfﬂci-nw and emaciation,
8&3&) Ttrltology Studv in lh_bbm Doses of 0.5, 15 0r 30 maﬁ:cldw administered by gavage in 0.5%
’ MRID 427702-22 carboxymathyicellulose to pragnant New Zeaisnd Whits rabbits from
- Study (American- - Days 7 to 19 of gestation, inviusive, .
Cyanamidi#:971-90-179
/271993 . Maternal NOEL: 5 mgiug/day end I.Oﬂ. s mg&q!d:y, based ypon
reduced body weight gein during tru(mont
Minimum _
. i Dlvdopmnul NOEL: > OOMIIM.
"84200- ] Gene Mutation-Ames - | Negative for reverss mutation in etraine TA 38, TA 100,
MRID#: 427702-23 1 TA 1538, TA 1537, TA 1538 and &, coli strain WPZ WA- l:@oﬂd up
Amaricsn Cyanamid # 91- 10 cvtotaximv (50 wgiplate, +/ 89) .
02:001; 03/2493 . {
Acceptshle
84-2(a) Gene Mutation - in Repestedly mnlvo at doses up 1o zsomn + 4 89, which wera not
' mammalisn cells - eytotoxic to Guideline levels. :
(CHOMGPRT) - ‘ .
MRID#; 427702-24
Amanican Cyanamid # 21-
08-001' 03!25193 L
= § Net Aéeqmblo _ )
84200 | Stuciural ohromosorve | Although reportedly negative for micramucieus induction in mics trested
sbemration - in vive mouse udyupwaooraomnmunummwnwm
MRID ¥ 427702-28% ° cmng evtowdciw t umu dmo
. American Cyanemid #: 91-
18-001; 03/17/93
Non test ) .
844 Repair jn vitre UDS) . MWIMMWMMEMM o
. MRID #: 427702-2¢ wmmwummmmutam
_Mictoblologlcal#: #o/mi).
T9776.380028" -
02/23/93 .
.| Asseptable




